
Attachment 2 
FSIS Directive 10,240.4 

Establishments electing to 
use Alternative 1 

Does the establishment use a post-lethality 
treatment for product AND an antimicrobial 
agent or process that suppresses or limits the 
growth of Lm? 

No 
Yes 

Regulatory noncompliance 
exists. ent NR per 
instructions in FSIS Directive 
10,240.4. 

Is the post-lethality treatment in the 
establishment’s HACCP plan? 

Did the establishment validate the 
effectiveness of the post-lethality 
treatment? 

Is the antimicrobial agent or process 
included in the establishment’s 
HACCP plan, Sanitation SOP or 
other prerequisite program? 

Did the establishment document in its 
HACCP plan, Sanitation SOP or 
other prerequisite program that the 
antimicrobial agent or process is 
effective in suppressing or limiting 
the growth of Lm? 

Has the establishment 
implemented and executed 
their plans? (HACCP, 
Sanitation SOP or 
prerequisite program) 

Yes 

No 

Regulatory 
compliance 

Yes 

If the answer to any of 
the questions is No 
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